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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 3/1 1/2005 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1 and 2 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) _L_2 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)S All b)D Some * c)D None of: 

1 M Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mai! Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

1 . Applicant's amendment, filed 03/1 1/2005, is acknowledged. 
Claims 3-12 have been canceled. 

Claims 1 and 2 are pending and under consideration. 

For examination purposes, claims 1 and 2 read on a method of preparing a 
medicinal product of human or humanized chimeric monoclonal antibody wherein the Fc 
region is modified for enhanced ADCC. 

2. Applicant's claim for domestic priority under 35 U.S.C. 365 (c) is acknowledged. 
The priority application upon which benefit is claimed appears to provide adequate 
support under 35 U.S.C. for subject matter claimed in the instant application. 

Applicant's provision of foreign priority documents FRANCE 02/1 1415, FRANCE 
02/1 1416 and FRANCE 03/07066 is acknowledged. 

However, English translations have not been provided. Therefore, it is not clear 
whether the foreign priority documents provide written description for the instant claims. 

Applicant is reminded that such priority for the instant limitations requires written 
description and enablement under 35 U.S.C. 112, first paragraph. 

Therefore, the priority date is deemed to be the filing date of the priority 
application PCT/FR03/02714 (09/15/2003). 

The specification on page 1 , line 1 should include a specific reference to the 
priority application PCT/FR03/02714 for which benefit is sought and the status of the 
instant application is a 371 . 
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3. The disclosure is objected to because of the following informalities. The 
specification does not have the proper arrangement. The following order of 
arrangement is preferable in framing the specification. 



Content of Specification 



(a) Title of the Invention : See 37 CFR 1 .72(a) and MPEP § 606. The title of the invention 
should be placed at the top of the first page of the specification unless the title is provided 
in an application data sheet. The title of the invention should be brief but technically 
accurate and descriptive, preferably from two to seven words may not contain more than 
500 characters. 

(b) Cross-References to Related Applications : See 37 CFR 1 .78 and MPEP § 201 .1 1 . 

(c) Statement Regarding Federally Sponsored Research and Development : See MPEP 
§310. 

(d) The Names Of The Parties To A Joint Research Agreement : See 37 CFR 1.71(g). 

(e) Incorporation-Bv-Reference Of Material Submitted On a Compact Disc: The specification 
is required to include an incorporation-by-reference of electronic documents that are to 
become part of the permanent United States Patent and Trademark Office records in the 
file of a patent application. See 37 CFR 1.52(e) and MPEP § 608.05. Computer program 
listings (37 CFR 1.96(c)), "Sequence Listings" (37 CFR 1.821(c)), and tables having more 
than 50 pages of text were permitted as electronic documents on compact discs 
beginning on September 8, 2000. 

Or alternatively, Reference to a "Microfiche Appendix ": See MPEP § 608.05(a). 
"Microfiche Appendices" were accepted by the Office until March 1 , 2001 . 

(f) Background of the Invention : See MPEP § 608.01 (c). The specification should set forth 
the Background of the Invention in two parts: 

(1 ) Field of the Invention : A statement of the field of art to which the invention 
pertains. This statement may include a paraphrasing of the applicable U.S. 
patent classification definitions of the subject matter of the claimed invention. 
This item may also be titled "Technical Field." 

(2) Description of the Related Art including information disclosed under 37 CFR 1.97 
and 37 CFR 1 .98 : A description of the related art known to the applicant and 
including, if applicable, references to specific related art and problems involved in 
the prior art which are solved by the applicant's invention. This item may also be 
titled "Background Art." 
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(g) Brief Summary of the Invention : See MPEP § 608.01 (d). A brief summary or general 
statement of the invention as set forth in 37 CFR 1 .73. The summary is separate and 
distinct from the abstract and is directed toward the invention rather than the disclosure 
as a whole. The summary may point out the advantages of the invention or how it solves 
problems previously existent in the prior art (and preferably indicated in the Background 
of the Invention). In chemical cases it should point out in general terms the utility of the 
invention. If possible, the nature and gist of the invention or the inventive concept should 
be set forth. Objects of the invention should be treated briefly and only to the extent that 
they contribute to an understanding of the invention. 

(h) Brief Description of the Several Views of the Drawing(s) : See MPEP § 608.01 (f ). A 
reference to and brief description of the drawing(s) as set forth in 37 CFR 1 .74. 

(i) Detailed Description of the Invention : See MPEP § 608.01(g). A description of the 
preferred embodiment(s) of the invention as required in 37 CFR 1.71 . The description 
should be as short and specific as is necessary to describe the invention adequately and 
accurately. Where elements or groups of elements, compounds, and processes, which 
are conventional and generally widely known in the field of the invention described and 
their exact nature or type is not necessary for an understanding and use of the invention 
by a person skilled in the art, they should not be described in detail. However, where 
particularly complicated subject matter is involved or where the elements, compounds, or 
processes may not be commonly or widely known in the field, the specification should 
refer to another patent or readily available publication which adequately describes the 
subject matter. 

(j) Claim or Claims : See 37 CFR 1 .75 and MPEP § 608.01 (m). The claim or claims must 
commence on separate sheet or electronic page (37 CFR 1 .52(b)(3)). Where a claim 
sets forth a plurality of elements or steps, each element or step of the claim should be 
separated by a line indentation. There may be plural indentations to further segregate 
subcombinations or related steps. See 37 CFR 1 .75 and MPEP § 608.01 (i)-(p). 

(k) Abstract of the Disclosure : See MPEP § 608.01 (f). A brief narrative of the disclosure as a 
whole in a single paragraph of 150 words or less commencing on a separate sheet 
following the claims. In an international application which has entered the national stage 
(37 CFR 1 .491(b)), the applicant need not submit an abstract commencing on a separate 
sheet if an abstract was published with the international application under PCT Article 21. 
The abstract that appears on the cover page of the pamphlet published by the 
International Bureau (IB) of the World Intellectual Property Organization (WIPO) is the 
abstract that will be used by the USPTO. See MPEP § 1893.03(e). 

(I) Sequence Listing. See 37 CFR 1.821-1.825 and MPEP §§ 2421-2431. The requirement 
for a sequence listing applies to all sequences disclosed in a given application, whether 
the sequences are claimed or not. See MPEP § 2421 .02. 



4. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 



5. The application is required to be reviewed and all spelling, TRADEMARK, and 
like errors corrected. 
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Trademarks should be capitalized or accompanied by the ™or ® symbol 
wherever they appear and be accompanied by the generic terminology. Although the 
use of trademarks is permissible in patent application, the proprietary nature of the 
trademarks should be respected and every effort made to prevent their use in any 
manner which might adversely affect their validity as trademarks. 

Appropriate correction is required. 

6. Claims 1 and 2 are objected to because of the following informalities: 

Claim 1 (c), line 2 "dependant" should be "dependent". 
Claim 2 recites the numbers improperly. For example, "250 000" should be 
"250,000". 

Appropriate correction is required. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1 and 2 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

A) Claims 1 and 2 provide for the use of an optimized human or humanized 
chimeric antibody, but, since the claims do not set forth any steps involved in the 
method/process, it is unclear what method/process applicant is intending to encompass. 
A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 



Application/Control Number: 10/527,666 Page 6 

Art Unit: 1644 

B) Claims 1 and 2 are indefinite in the recitation of "Jurkat CD1 6 effector cell" 
because it not clear whether CD16 is endogenously expressed in Jurkat or genetically 
engineered to express CD1 6. 

If "Jurkat CD1 6 effector cell" is a particular cell construct , then "Jurkat CD16 
effector cell" may be subject to the requirements for the deposit of biological materials 
under 35 (JSC 112, first paragraph, enablement. 

C) Claims 1 and 2 are indefinite in the recitation of "a medicinal product intended 
for the treatment of pathologies for which the number of antigenic sites or the antigenic 
density is low, or the antigens are relatively inaccessible to antibodies, or else for which 
the number of activated or recruited effector cells" because it is not clear whether the 
antigenic sites or the antigenic density are located on the pathologies or the antibody 
itself. The metes and bound of "a medicinal product intended for the treatment of 
pathologies for which the number of antigenic sites or the antigenic density is low, or the 
antigens are relatively inaccessible to antibodies, or else for which the number of 
activated or recruited effector cells" is vague and indefinite. 

D) Applicant is reminded that any amendment must point to a basis in the 
specification so as not to add new matter. See MPEP 714.02 and 2163.06. 

9. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

10. Claims 1 and 2 are rejected under 35 U.S.C. 101 because the claimed recitation 
of a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
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1 1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 

form the basis for the rejections under this section made in this Office action: 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

12. Claims 1 and 2 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Presta (US Patent NO: 6,737,056) (see entire document). 

For examination purposes with regard to prior art, claims 1 and 2 read on a 
method of preparing a medicinal product of human or humanized chimeric monoclonal 
antibody wherein the Fc region is modified for enhanced ADCC. 

Presta teaches method of making antibody variants with enhanced ADCC by 
mutating amino acid residues in the Fc region of an antibody. Specifically, Presta 
teaches that the binding affinity of the antibody Fc region to Fey receptors can be 
enhanced by amino acid substitutions resulting enhanced ADCC e.g. 1 .5 to 100 fold 
more effectively than parent antibodies (see entire document, particularly claims 1-4). 
Presta further teaches that human (e.g. see column 32) or humanized chimeric 
monoclonal antibodies can be optimized for effective ADCC by amino acid substitution 
in their Fc regions (e.g. see columns 13 and14) and can be produced in a CHO line 
(e.g. see column 32 particularly). Furthermore, Presta teaches that the antibodies 
variants can be prepared in medicinal products such as pharmaceutical formulations 
(e.g. see column 42) intended for treatment of disorders such as cancer (e.g. see 
column 15). 
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Given the referenced methods of making pharmaceutical compositions 
comprising humanized and human antibodies with altered Fc via glycosylation and 
increased affinity for Fey receptors; the claimed functional limitations of effector/target 
ratio, cytokine production by a Jurkat CD16 effector cell and antigenic sites on target 
cell would be inherent properties of the referenced methods. 

With regard to antibodies produced in a cell line selected for its properties of 
glycosylation of the Fc fragment or the glycan structure being modified ex vivo as 
recited in claim 1 (a) and (b), in contrast to applicant's reliance upon product-by-process 
limitations within the claims, it is noted that the patentability of a product does not 
depend on its method of production. In re Thorpe . 227 USPQ 964, 966 (Fed. Cir. 
1985). See MPEP2113. 

With regard to the antibodies being prepared for a medicinal product intended for 
treatment of pathologies as recited in claim 1 (c), a recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention 
and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the 
claim. In a claim drawn to a process of making, the intended use must result in a 
manipulative difference as compared to the prior art. In re Casey . 152 USPQ 235 
(CCPA 1967); In re Otto . 136 USPQ 458, 459 (CCPA 1963). 

Therefore, the reference teachings clearly anticipate the claimed invention. 



13. 



No claim is allowed. 
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1 4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chun Crowder whose telephone number is (571) 272- 
8142. The examiner can normally be reached Monday through Friday from 8:30 am to 
5:00 pm. A message may be left on the examiner's voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Christina 
Chan can be reached on (571) 272-0841. The fax number for the organization where 
this application or proceeding is assigned is 571-273-8300. 



1 5. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Chun Crowder, Ph.D. 
Patent Examiner 
November 25, 2005 



PHILLIP GAMBEL, PH.D 
PRIMARY EXAMINER 



